THE COLLEGE OF PHYSICIANS & SURGEONS OF MANITOBA

BY-LAW #3A
Under Section 40(2)of The Medical Act
LABORATORY FACILITIES

Preamble

This by-law applies as follows:

1. Pursuant tahe Medical Act, ss. 40(13, to all laboratory facilities in Manitoba in wihic
services are performed by members of the College.

2. Pursuant to ss. 40()f The Medical Act and by direction of the Minister of Health, to
laboratory facilities falling within the jurisdicn of the government of Manitoba.

3. Pursuant to ss. 40(6) and by agreement with theré&dovernment, to laboratory
facilities in Manitoba falling within the jurisdicin of the government of Canada.

ARTICLE 1 - DEFINITIONS

1(1) General

In this By-law:

"certificate of accreditation” means a certificetgued to a laboratory facility by the College
certifying that it has received accreditation.

"clinical scientist" means an individual who:

a. has satisfactorily completed a program in one efdisciplines of laboratory
medicine at a university acceptable to the committe

b. has been awarded a Doctorate degree in that diseipl laboratory medicine,

C. has completed an appropriate post-doctoral traipmgram in the clinical

aspects related to the doctoral degree at anutstitacceptable to the
committee, and

d. has passed the certification examination of thea@em Society of Clinical
Chemists or its equivalent in the discipline in ghthe individual trained.

! Subsection 40(2) states:

40(2) The council may make by-laws as to all matters pertaining to the establishment and operation of such diagnostic and
treatment facilities to ensure that the procedures and standards of care set by the council for the protection of the public are carried
out in all such diagnostic and treatment facilities.

2 Subsection 40(1) states:

40(1) The council may appoint a committee to be known as the "program review committee” which may investigate and inspect on
behalf of the council all diagnostic and treatment facilities in which services are performed by members in Manitoba other than those
which are under the jurisdiction of provincial or municipal governments and those facilities that are approved hospitals under The
Manitoba Hospitals Act.

3 Subsection 40(6) states:

40(6) The program review committee may enter into agreements with the federal, provincial or municipal governments to apply
the provisions of subsections (1), (2) and (5) of this section to any facilities or any portion of a facility falling within the jurisdiction of
that government and such agreements shall specify the procedures not inconsistent with any Act to be followed when the program
review committee believes that the facility does not appear to meet the required standards.
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"committee" means the committee of the Collegearsible for the administration of this By-
law.

“direct or indirect financial interest” means amyarest owned by a member, by individuals
connected by blood relationship, marriage or adoptio a member, by any corporation,
proprietorship, partnership, society, busines@ason, joint venture, group or syndicate in
which a member or any individual connected by blogdtionship, marriage or adoption to a
member have any interest.

"Director" means a Member or a clinical scientigpi@ved by the College as responsible for the
operation of a facility.

"facility" means a laboratory facility.

"laboratory assistant” means a qualified radioltaphnologist who has completed a limited
course in laboratory technology and who is emplayeal position consistent with that training
as approved by the College.

"laboratory physician” means a physician who hastheerequirements set forth in Article 4 of
this by-law for approval as a laboratory physician.

“laboratory technician” means a person who hasfsatiorily completed a training program,
acceptable to the College, designed for testdliste¢he Manitoba Health Physicians Manual as
short list procedures, and who is employed in atjposconsistent with that training as approved
by the College.

"laboratory technologist” means a person qualibg@nd registered with the Canadian Society
of Medical Laboratory Sciences.

“multi-discipline laboratory” means a medical labtary that performs services in more than one
of the disciplines of laboratory medicine.

“Royal College” means the Royal College of Physisiand Surgeons of Canada.

"short list laboratory" means a laboratory whichits its services to those tests listed in the
Manitoba Health Physicians Manual as short listpdures.

"technical staff" includes laboratory technologiséboratory assistants, laboratory technicians
and other individuals employed in a facility.

1(2) In this by-law, words and phrases definedhe Medical Act have the same meaning as
in The Medical Act

ARTICLE 2 - FACILITY ACCREDITATION

2(1) A facility must obtain a certificate of accreditatifrom the committee before it provides
or offers to provide any laboratory services.

2(2) Applications for accreditation of a facility must:
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2(3)

2(4)

2(5)

2(6)

2(7)

2(8)

2(9)

(@) be made to the College by the Director of the figgil

(b) be made on the forms prescribed by the College,

(©) identify the owners of the facility,

(d) report any direct or indirect financial interesatla physician or a medical
corporation has in the ownership of the facilitydgrovide full particulars of that
interest, and

(e) be signed by the Director.

The facility shall promptly inform the College afiyachanges in the information
provided pursuant to the requirement of Article)2(2

The accreditation process will include:

(@) satisfactory completion of a pre-survey questioraai

(b) an on-site survey by one or more health care psafeals who have expertise in
the appropriate area of practice and who are datdrby the College;

(c) review of the facility's compliance with the Coléég standards.

Unless a delay is requested by the facility an@edto by the College, the date for the
on-site survey must be fixed within sixty daystué tompleted application, but the on-
site survey itself need not be completed withirt thmae.

Where the committee deems it appropriate to dcesalipg the completion of the review
process, it may grant provisional accreditation.

Within sixty days of the on-site survey, the contagtshall notify the Director of its
decision.

The options available to the committee are:

(@) decline the application,

(b) if the committee is satisfied that a facility hastrall of the requirements of this
By-law, grant accreditation for a specified peraddup to five years, or

(©) if the committee has identified deficiencies, musatisfied that it is in the public
interest to permit the facility to operate whiledrrects the deficiencies, grant
conditional accreditation with a specific periodtiofie within which the facility
must correct the deficiencies.

When a conditional accreditation is granted:

(@) a letter shall be issued indicating that accrediais conditional and specifying
the date on which conditional accreditation wilpe® if the identified
deficiencies are not corrected,

(b) the committee may extend the deadline for corraatioone or more of the
deficiencies if, in its sole discretion, it deerhappropriate to do so;

(c) the Director must provide a written response tdhateficiency, specifying
corrective action taken,

(d) a follow-up survey may occur if the committee sedis, and
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2(10)

2(11)

2(12)

2(13)

3(1)

(e) full accreditation will be granted when identifiddficiencies have been corrected
to the satisfaction of the committee.

Where a facility is no longer being used, the cotteaimay revoke the facility’s
certificate of accreditation.

If during the currency of a certificate of accratiibn, the committee is of the opinion that
a facility fails to meet the requirements of thig-BBw or is unsafe, the committee shall
provide notice to the facility and shall review flaeility’s accreditation.  Where the
committee is of the opinion that a facility does nmeet the required standards, the
committee may report the matter pursuant to s®)46f The Medical Act.

In order to renew a certificate of accreditatidrg facility must re-apply for accreditation
at least six (6) months prior to the date the fieatie of accreditation is to expire. The
re-accreditation process will follow the same prhge as required for initial
accreditation.

Accreditation status will be automatically review&d

(@) the Director changes

(b) there are changes in key personnel and technafé| st
(©) there is a change in the ownership of the facility.

ARTICLE 3 - ELIGIBLE PROCEDURES

Upon granting a certificate of accreditatitre committee shall attach as a schedule to

the certificate, a list of procedures which haverbapproved for the facility.

3(2)

The schedule of procedures may be amendedtinoento time upon the application of

the facility and the approval of the committee.

4(1)

4(2)

ARTICLE 4 — LABORATORY PHYSICIAN

A physician who wishes to provide services at difg@s a laboratory physician must
apply to the College in writing on the form apprdusy the College. Upon request, the
applicant shall provide proof of qualifications.

No physician shall provide services in a facilisyalaboratory physician until his/her
application has been approved by the College.

4 Subsection 40(3) states:

40(3)

Where the program review committee reportdh® council that a diagnostic and treatment

facility does not appear to meet the required steds] the council shall consider the report and the
provisions of Parts IX and X of this Act apply wihi necessary modifications.
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4(3) To be eligible for approval as a laboratory phyasicithe applicant must have one of the
following qualifications or must satisfactorily cghete an assessment acceptable to the
College:

a. entry on the Specialist Register of the Collegerie or more of the following fields:
I. Anatomical Pathology
il. General Pathology
iii. Haematological Pathology

iv. Medical Biochemistry
V. Medical Microbiology
Vi. Neuropathology

vii.  Transfusion Medicine
viii.  Medical Genetics

b. diplomat of the American Board of Pathology, orlde=d Board eligible by the
American Board of Pathology.

c. registration with the College as having a "Ceréfeof Special Competence" as
offered by the Royal College in the following fisltd
I. Clinical Immunology and Allergy
il. Endocrinology and Metabolism
ii. Haematology

d. eligible for examination by the Royal College ineaof the following specialities
based upon satisfactory completion of training:
I. Anatomical Pathology
il. General Pathology
iii. Haematological Pathology

iv. Medical Biochemistry
V. Medical Microbiology
Vi. Neuropathology

vii.  Transfusion Medicine
viii.  Medical Genetics

e. previous approval by the College as a laboratogsioian.

4(4) Once a physician receives approval under Articlg 4{ this by-law, if the committee is
of the opinion that the physician does not meetég@irements of this By-law or is not
practicing in a safe manner, the committee shaNide notice to the physician and shall
review the physician’s approval. Where the conemiis of the opinion that a physician
does not meet the required standards, the comrsiterefer the matter to the
Registrar.
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ARTICLE 5 - TECHNICAL STAFF
5(1) A laboratory technician may perform:

a. any of those procedures as listed on the Shorblishe Manitoba Quality
Assurance Program,

b. prepare media and do venipunctures while undesupervision of an approved
physician/clinical scientist.

C. other procedures as approved by the committee amdandual basis, taking into

consideration the training and qualifications af thdividual and the setting in
which the individual will be employed.

5(2) Where a facility is considering employing amdividual other than a laboratory
technologist, a laboratory assistant, or laborateghnician to perform laboratory procedures,
the facility must apply to the College for approwalhere the committee deems it appropriate in
the particular circumstances, it may approve sadhviduals to perform laboratory procedures
in the facility.

ARTICLE 6 - FACILITY DIRECTOR

6(1) Subject to subsections (2), (3), and (4)cdifa shall appoint as Director a laboratory
physician or a clinical scientist qualified in tappropriate laboratory discipline. The Director
must be approved by the College.

6(2) In a multi-discipline laboratory, the Directmust be a laboratory physician, but a section
of a multi-discipline laboratory may be under theection of a clinical scientist.

6(3) Any physician on the Manitoba Medical Registery be named as a Director of a short
list laboratory.

6(4) A single discipline laboratory or a sectioraamulti-discipline laboratory may appoint a
clinical scientist as Director only if the clinicstientist agrees in writing:

a. to accept the responsibilities of the Director etsfarth in this By-law, and

b. to submit to the jurisdiction of this By-law as tlgh he/she were a physician.

6(5) The Director shall have the effective contbthe facility, and shall supervise and be
responsible for all technical and professionahatadis of the facility, and, without limiting the
generality of the foregoing, shall:
(a) have control of employment of technical staff atiteo personnel, subject to the right
to delegate day-to-day employment processes tohakge technologist.

(b) ensure that the facility employs only laboratorghi@ologists, laboratory assistants,
laboratory technicians, or other individuals apgaby the College for that facility.

(c) assess the credentials and qualifications of labora@hysicians working in the
facility to ensure that they meet the criteria si@ped in this By-Law.

(d) subject to subsection (7) at least annually, @sd inspect the facility.
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(e) participate directly in the operation of the fagilisubject to the right to delegate a
portion of the work to laboratory technologistfdeatory technicians or laboratory
assistants in the facility.

(N be available for consultation with referring phyairtcs.

(9) be responsible for the development of appropriateup-to-date policy and
procedure manuals, including acceptable staff hegmticies;

(h) establish guidelines regarding potential healtrahds to patients and personnel of the
facility.

() ensure that complete and accurate patient recogid@umentation relating to the
operation of the facility and procedures perforraeslkept.

() have access to all records and documentationngltadgithe facility and its operation.
(k) ensure that adequate quality assurance and impentgrograms are in place.

() atleast quarterly, review the facility’s qualitgrdrol records.

(m)at least annually, review the facility’s qualitysasance and improvement programs.

(n) ensure that there is no financial arrangement osideration between the facility and
the referring physician.

(o) direct and maintain an emergency level of servicdtfe continuation of essential
patient services in the event of withdrawal of sggs by laboratory physicians or
technical staff.

(p) ensure that the schedule of procedures which hese pproved for the facility is
maintained on file at the facility.

(q) ensure that the facility confines itself to theesthle of procedures approved for that
facility.

() ensure that, regardless of the name of the facthsy name of the Director is clearly
posted, either on the exterior of the facility withe reception area of the facility.

6(6) The Director shall be responsible to the Gl ensure:

(a) that there is full and complete reporting to thdl€e of all required information,
including but not limited to, submitting the follavg to the College:

0] at least annually, a Director’s annual review form,

(i) an annual report regarding quality assurance angrovmement
programs in the facility,

(i) a copy of the Director’s Agreement form,

(iv) its quality control program participation resultsdawhere an error

occurs, a Director’'s Response Form providing aragiion,
and
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(b) that fees payable to the College are submitteésined.
6(7) Where the Committee considers it impractical require an annual site visit and
inspection by the Director of a facility, the Conttee, upon the written application of the
Director, may waive the requirement. No waivealkhe for a period of greater than one year.

ARTICLE 7- RECORDS

7(1) Physicians shall maintain clinical record4 tin@et the expected standards of medical
record-keeping.

7(2) Where appropriate, clinical records shalludg documentation related to the informed
consent of the patient for the procedure(s) peréarin a facility.

ARTICLE 8 - AUDIT AND QUALITY CONTROL
8(1) Facilities must:
@) have appropriate quality assurance and improvepregrams in place, and
(b) participate in the quality control programs manddig the College.
8(2) The review of standards is not dependentysole quality assurance and improvement
programs but may, at the discretion of the commjtteke into consideration all aspects of the
staffing, equipment and operation of the facility.

ARTICLE 9 - EQUIPMENT AND SUPPLIES

9(1) All procedures and standards of care sehbylollege for the protection of the public
shall be carried out in the facility.

9(2) All equipment shall be safe and well maineégimnd comply with applicable federal,
provincial, and municipal legislation.
9(3) Sterilization techniques and the storage edlical supplies shall be consistent with the

current, recognized requirements of institution&ction control practices.

9(4) The facility shall comply with all guidelinéise College may issue on the subject of
infection control practices in an office setting.

9(5) Waste handling and disposal procedures sbaipty with all current legislated and/or
recommended institutional waste handling and dslposctices.
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ARTICLE 10 - APPEAL
10(1) The facility or a physician may appeal angisien of the committee to the Executive

Committee by filing a Notice of Appeal with the rstgar within thirty (30) days of being
informed of the decision.

ARTICLE 11 - SURVEYS AND AUDITS

11(1) Facilities shall be subject to on-site surlggyhealth care professionals, designated by the
committee to conduct surveys, at any time.

11(2) Should access to the facility for any surbeyrefused, the committee may take such
action it deems necessary including, review of figlity’s accreditation status and referral
pursuant to ss. 40(3) dhe Medical Act.

ARTICLE 12 - FEES

12(1) The facility shall pay all expenses, charged fees including any licence fees imposed
by the committee, in respect of the administratbthis By-law.

ARTICLE 13 — TRANSITION

(@) Notwithstanding Article 2(12) hereof, for afgcility that had accreditation as June 21,
2002, the following shall prevail:

() re-accreditation may be granted by the commitfte a period of no greater than 5 years
from December 31, 2002 based upon:
A. satisfactory completion of a pre-survey questare and
B. review of the facility’s compliance with the Cefle’s standards.

(inthe committee must establish a datedo on-site survey of the facility, to occur no
later than December 31, 2007.

(b) After December 31, 2007, the provisions ofiéet 2(12) shall apply.
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